1 his eporl is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an c.'Cer to cease and desist and to be subject to penalties as provided for in Section 21 f 

See attached fonn for 
additional information. 

Interagency Report Control No.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 93-R-0067 

CUSTOMER NUMBER: ^ 1 08 

FORM APPROVED 

0MB NO. 0579-0036 




ANNUAL REPORT OF RESEARCH FACILITY 

Allergan 

P.O.Box 19534 V'” 


( TYPE OR PRINT ) 

Irvine, CA 92713 ' ^ 



Telephone; (714) -246-4484 


3. REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or experimen^on, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B . Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yc 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o* 
pain-relieving 
drugs. 

D . Number of animats upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompan^ng pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An expianatiem of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this repon 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 


38 



38 „ 

5. Cats 


31 



31 

6. Guinea Pigs 

12 


26 


26 

7.. Hamsters 






8. Rabbits 


430 

1493 

2 

1925 

5. Non-human Primates 

20 


150 


150 

10. Sheep 






11. Pigs 






12. ether Farm Animals 












1 3. ether Animals 

























I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese; 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to ttie standards and regulations be specified and explained by the principal investigator and app 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary in- 
bnef explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the pirovision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


{B)(6) (B)(7)(c) 

V. 1 «VI HU I . 1 

J 

DATE SIGNED 


( AUG 91 ) 


NOV - 4 2005 ^ 









Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part or an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number 

2. Number 

3. Species (common name) Rabbit of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 


93-R-OC67 


of animals used in this study. 


The procedure for this study was the oral administration of a candidate therapeutic agent to rabbits with the purpose of 
evaluating the potential toxicity of this therapeutic agent. The test agent was given as a one time single dose by oral 
gavage. Doses were selected so as to produce some toxic effect at the higher dose range. The study was done to fulfill 
regulatory requirements for non-rodent safety evaluation for prediction of the safety of the agent for humans. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


The distress experienced by these two animd^wa^om^Monoimced sedation due to the administration of an (b)(4) 


Like! 


|this drug produces 


I of the same class as^^^^^B(b)(4j 
sedation as well as analgesia or pain relief and in fact is being developed for pain relief. So these 2 rabbits were not in 
pain, but rather exhibited signs of sedation. They may not have truly been in distress but we elected to place them in 
this category due to the prolonged nature of the sedation. Use of additional analgesic, anesthetic or tranquilizing drugs 
was unnecessary in this instance since the animals were not in pain. Also, the use of these additional drugs would be 
expected to increase the level of sedation and would therefore not hasten recovery, but rather increase the time of 
recovery and possibly lead to mortality due to a synergistic or combined effect. Yohimbine at clinical doses was not 
effective as a reversal for this drug. Due to pronounced sedation one of these 2 rabbits was euthanized. The other 
rabbit exhibited less pronounced sedation and recovered fully. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency 


FDA 


CFR 21CFR312.23 


FEB 1 6 2006 


